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SUBJECT/MESSAGE; 

Re: U.S. Patent Application Docket No, TPI-T200XC1 

HIGH-THROUGHPUT FORMATION, IDENTIFICATION AND ANALYSIS 

OF DIVERSE SOLID-FORMS 

(Cima, Levinson. Lemmo, Galakatos. Putnam) 

Serial No. 09/756,092; filed January 8, 2001 



Dear Mr. Koontz: Attached is a copy of a facsimile which I sent to Ms. Renee' Pettus 
(now Jones) on June 24, 2003 regarding the above-referenced patent application. As of this 
date, we have not yet received a corrected Filing Receipt. Please feel free to contact me if you 
have any questions or require any additional information: to process this request. Thank you for 
your assistance in this matter. 



The infnmaUion conlainod in this facsiniilc message is intended only for the personal and confidential use of the 
dcshjnaiod rocipients n.imnd c,bo\/t: This messagfj may be an attorney-client communication, snd as such is 
PU'/iloucd iu\d confidenfhl. If tlie reader of this message is not the intended recipient or an agent responsihio for 
dei(v<jring it to tlie infcndod recipient, you are hereby notified that you have received this documonl in error, and thai 
my rovicw. cJiSSfimination, di.iliihulion. or copying of this message is strictly prohibited. If you iiwo received this 
comimtivcalion in cnor. plea;ie notify us Immediately by telephone and return the original message by mail. Thank 



If you do not receive all pages or if any transmission is not legible, call the sef)(der at 
(352) 375-8100. 



J:\rPI\J200XCl \Fiix2Koontz. dor./ONf^/sl 
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FACSIMILE COVER SHEET 
SAIJVVANCHIK, LLOYD & SALIWANCHIK 

A Piofessional Association 
2421 N.W. 41" Street 

Suite A-1 
Gainesville, FL 32606 



Telephone 052)375-5100 
Fiiciimilc (352) 372-5800 



']Tir wfommtion cimlnini'tf in tfii.t faaimife nm.iagc is inUndccf onfy for ihc jienonat and confii{iniio( use of tftc (fe.ajjnntL-i£ 
mipiiitts lUtinvX Scfim: 'jf/if.r inrsssje nuiy be an attoniey-clieiit communication, and as such is priiite^cd and confideniiaC Jftfie 
reader cf ifiix message is not tfn- intended nnpenl or an agent rcsporisifiCc /or rfii/iwmy it to the irAcndcd Tccipicnt, you are ftureCy 
wHificififuityou fmvt rrceiiVif ifiis dacuneiit in mror, and thai any revim', dissemination, disliiSuTioii, or copying of this mrssngc 
i.i strictfy yrchifnied. If you have received this ccmvtuniciition in error, please notify us immcdiatety by tiCi'pF.one and return the 
odfjiiHifrncssajje ty moif. Ihanfiyov. 



TO'. Ms. Renee' Pcttus 

FAX NO.: (703) 30S-4407 
FROM: Sherry Lokc 

DATE: June 24, 2003 

NO. OF VACiES (INCLUDJNG COVER SHEET): 10 
SlJiyECI/MESSAGK: 

Re: U,S. PaLctii Applicaiion Docket No, TPI-T200XC1 
Seriiil No. 09/756,092; filed January 8, 2001 

Dear Ms. Pcltiis: Jn accordance with my telephonic conference with Ms. Rosa Thomas 
concerning Ihe tibove-refercnced patent application, following is a copy of a Response to 
Request for Corrected i'iling Receipt indicating that the continuity claimed under 35 USC 120 
ciinnoi be otidcd. Aho attached is a copy of a Preliminary Amendment dated July 26, 2002 
wJiich w;)s filed by previous counsel in the subject application (I have not sent you Exhibit B of 
llic Preliminary An^endmenl which is the detailed amendments to the claims). You will note on 
pages 1-2 of Ihe Preliniinary Aniendmcnt that Applicants requcsied t]ia.t the paragraph on page 1, 
lines 4-7, of the specification be amended to indicate that Serial Numbers 09/628,667 and 
09/540,462 arc conlinualion-in-part applications. Please provide mc with an updated Filing 
Receipt reflecting all ihe domestic priority claimed by the Applicjints. Thank you for your 
assisiance in ibis maiier. If you have any questions or require additional ijiformation, pleiisc do 
not licsitaie to coniact me. 



If you do iioi. receive all pages or if any transmission is not legible, call the sender at (352)375-8100, 
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i/^J^,^- Vmji-^^ S tates Patent and Trademark OrnCE 



Umitld SiA'ri.*; P/^iCnT ani> TKAOfnAnr. Ot-nrx 



AITLICATION KUMriKR 



FIRST NAMED APPLICANT 



Ari\, i>oci'.H.r Koyuru-. 



09/756.092 



01/08/200] 



Michael J. Cima 



10436-0009-999 



20583 

PENNIE AND EDMONDS 
1 1 55 AVENUE OF THE AMERICA 
NEW YORK. NY 100352711 




CONFIRMATION NO. 5650 

nil 



oooooooaoos5062oa- 



2nj2 



OK.K^r „. 



Date Mailed; 08/07/2002 



RESPONSE TO REQUEST FOR CORRECTED FILING RECEIPT 
Domestic Continuity and Foreign Priority 



In response to your request for a corrected Filing Receipt,' the Office is unable to comply with tho 
request becausa: 

The priority or continuity claim has not been entered because it was not filed during the 
[ ] required time period, Applicant may wish to consider filing a petition to accept an 
Linij>tention^slly delayed claim for priority. See 37 CFR 1.55 or 1.78. 



Continuity claimed under 35 USC 120 cannot be added to the Filing Receipt witliout the 
[ Xj applicant supplying the relationship (continuation, divisional, or continuation-in-part) in an 
Application Data Sheet or amendment to the first page of the specification. 
vSi:{RIAL NUMBER 09/628.657 07/28/2000, 09/540.462 03/31/2000 

A claim for priority cannot be made based on an application filed after the application making 
' tlie claim. 

Domestic and foreign priority claims will not be captured in a provisional application. A 
[ ] provisional application is not entitled to a right of priority or to the benefit of an earlier filing 
date of any other application. See 35 USC 111(b)(7) and 37 CFR 1.53(c)(^)- 

A domestic continuity claim cannot be made to a foreign application and the filing receipt v;ill 
only list the foreign country, application number, and filing date, 



Foreign priority will appear on the Filing Receipt in the following order: 
Country, Application number, Filing date. 
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Custoi^eir Service Cente/ 

Office of Initial Patent Fixamination 

(703) 308-12,0? 
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EXniESS MAIL NO.: EL 477 037 453 US 
IN TMR UNlTEn STATES J>ATENT AND TRADEMARK OFFICE 

AjjpHcauon of: Cima et al. 



y\pplic,'ilion No.: 09/750,092 
Filed; .Uinnaiy S, 2001 

For: inCiJMJIROUGfirUT 

F-0R.MAT.10N, 1DF,NTIF1CAT10N, 
AND ANALYSIS OF DIVERSE 
SOUD FORMS 



Group Art Uiut: 1627 

Examiner: Baker, M. 

Attorney Docket No.: 10-^36-009-999 



PRELIMINARY .VMENDMENT AND RESPONSE TO RliSTRlCTION 
.llIiirinQiEMENT IIW T.T42 

Assislant Commis.sionur for Palenv.s 
Wasliiiifllon, D.C. 20231 

Sir: 

In respon.sc to the Office Action mailed March 27, 2002, further to a tclcconi^rcncc 
with the rix;»niricr imd in accordance with the Rules of Practice, please enter the following 
amcndmciiv.s mid consider the following remarks. Applicants submit concurrcmiy with this 
preliminary anicndtnciit and response to rcsLriction requirement: (a) E.-ihibits A-C which set 
forth detailed changes to the specifics ion and claims and provide a clean copy of the pendij 
claim.^ foHovving entry of ihis .'.jucndnient; and (b) a petition for cxien.sion of time with 
provision for the required fee. 

riciise amend the specification as follow.s; 

At iirige I, lines 4-7 delete the pcuagraph: 

•-Thi.-:i application claim.5 the benefit of U.S. Provisional Patent 
.AppUc;ilion Nou. 60/175,047 filed Jamiary 7, 2000; 60/196,821 filed April 1 3. 



ny:.. i.i:83ioi 
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2000; and 60/221.539 filed July 28, 2000, all of which provisional applications 
are mcorporaied herein by reference in their entirety. ~ 

and leplace with ihc following jiaragraph: 

"This applicatioii claims the benefit of U.S. Provisional Patent 
Application No3. 60/175,047 filed Jiinuary 7, 2000; 60/196 82] filed /\pril 1 ^ 
2000; .nd 60/221,539 filed July 28, 2000, each of which i. incorj^orcned herein 
by refeicnce m Us entirety. This application is also a continuation-in-part of 
U.S. I aient Applicnlion No. 09/62S.607 filed July 28, 2000, which is a 
conunintion-in-pari of Application No. 09/540,462, filed March 11 2000- 
which chiims priority to U.S. Provisional Patent Application No. 60/146 1 09 
filed July 2S, 1 999 each of which is incorporated by reference in its entirety/" 

A marked up version of the above replacement paragraph, marked up to show all the 
ohanf.es relative to the previous version of the paragraph, is submitted herewith as E.xhibit A. 
The change.^ nrc shown by underlining (for added mailer), 

Please amend elainis 39. 43, ^6. 49-50, and 52-53 as follows. A marked up version of 
penclinj. cl.im.s is pre..entc.d as E.xhibit B and a clean copy of pending clai.n.s following entry 
of this preliinin:u7 arnendinent is presented in E.xhibit C. 

39. (Amended) A nicihod of screening a plurality of solid-ibrms of a conTpoimd- 
of-inicrcst, comprisinr.;; 

(n) prep.-iring at lea.^t 24 samples each sample comprising the corapound-of- 

interest and one or more componcnt.s, wherein an amount of the compound-of- 
imere,s-c ill each sample is less than 1 grani; 

(b) processing ai least 24 of the samples to generate an amiy wherein at least two 
of the piocessed samples comprise a solid-fonn of the cumpound-olMnterest; 
and 

(c) analyzing the processed samples to delect at lea.st one solid-form. 

•13. (Amended) The method of claim 39. wherein one or more of tlie processed 
3;implcs differ with respect to at lea.sl one of: 

ny::. i3:sMo,i 
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(a) amount or coiiceniralion of the conipound-of-imcrt;st; 

(bj the physical state of the solicl-form of the coinpound-of-iniercsi; 

(c) ihii identity of one or more of ihc corriponenis; 

(d) amoiiiit or concentration of one or more of the components; 
(c) i\ pl-iysicfil siaie of one or more of the components; or 

(t) pll 

46. (Amended) The method of claim 39, luvther comprising analyzinj^ detected 
solid-ibrm by infrared spcciroscopy, near infrared spectroscopy, Rmnm .spectroscopy, NMP^ 
x-ray diflractiun, neiitroii diffraciion, powder x-ray diffraction, light microscopy, second 
hciimonic gcwtcniiion, or elccu'on microscopy. 



^9. (Amendcdj The method of claim 39, wherein one or more of the components 
is Lin excipient. a solvent, non-solvent, a salt forming component, a salt, an acid, a base, a gas, 
a ph:vrm:2ccnl,ical, a dietniy supplement, an aUernativc medicine, a mm-acculicaL a sensory 
compound, an agrochcmical, an active component of a consumer forniulation, an active 
con^ponuni of an indusuial fornmhuion, a cT)'stalh/cation addiiive, an addiiivethat affects 
jxtrliclc or crysfal si^e, an additive that structurally stabilizes crystalline or amorphous solid- 
fonm, an additive tint dissolves solid-forms, an additive that inhibits ciystallizalion or 
precipirnlion, an optically-active solvent, an optically^ active reagent, or an optically-aclivc 
caudyst. 

50. (Amended) The mediod of claim 39, wherein processing ihe samples 
comprises at least one of: * 

(a) adjusting a value of temperature; 

(b) adjusting processing time; ■ 

(c) adjusrmg pll; 

(d) adjusting amount or coiiccntratiou of the compound-of-inlerest; 

(e) adjusting ainounL or concentration of one or more of the components; 
(0 adding one or more additional components; 

(k) nucU::U!on; 
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(h) precipitation; or 

(i) conirolling ilie evaporation of one or more of the componems; 
ur a combination thereof. 

52. (An-iciiiicd) The melliod of claim, 5 1 , wherein the fomi of the compound-of- 
intcrLtst is a ialt, hydrate;, anliydroiis, co-cr>-st.al, dehydrated hydrate, solvate, dcsolvated 
solv^aic, ci-ithratc, or inclusion, 

53 . (Amended) The meihod of claim 39, wherein the array comprises two or more 
polyiiiorphs of ihc compound-of-interest. 

R E M ARKS 

First, Applicants tha,nk (he Examitier for the informative leleplione interview on May 
3], 2002. 

Ciainis 39, 43, 46, 49-50. and 52-53 ha%'c been amended to paiiicularly point out and 
disiinclly claini the invention. The specification has also been amended lo correct the 
coniinniug-applicaiinn information for the present tvpplicaiion. No new matter lias been 
added hy way of these amendments to the specification or the claims. Support for tlic 
amendments to the claims can be found throughout the specification, in particular, at page 2C% 
line 2S - piU>e 27, line 1 4. Applicams respectfully request llial the pi-cscnt junendments be 
entered and ilie present remarks be made of record in the file history of the present 
application, 

OriKinaliy fi],:',d claims 1 -169 were made subject to the ten-way restriction ]-equirement 
and an election of species as sol forth on pages 2-24 of the Office Action of March 27, 2002. 
The rcslriciion requirement requires an election under 35 U.S.C. § 121 of one often 
invcniions idenlified as corresponding to chiims in groups ] to X respectively, as set forth in 
the Office Action. Applieanis respectfully traverse tlie restriction requirement since 
e..Laminaiion of claims 1-169 docs not require separate or burdensome searches as alleged in 
the Office Action. Moreover, efficient examination of the application will be impeded by the 
icn-fold restriction requirement that multijilies the prosecution costs at least ten-fold while 
imposing sipuiiicant r.drninistnttive costs on the Applicants. 



- 4 - 



SEP- 12-05 HON 01:59 PM SALIWANCHIK LLOYD 



FAX NO. 3523725800 



P. 09 



llovvcvor, ill the event the restriction is maintained, ApplicmUs hereby provisionally 
C!lcct, wiih Traverse, Group III comaining claims 39-59, with claims 39-42, 58 and 59 being 
generic to tlie group, drawn, to ix n-jethod for testing or optimizing one or more properties of a 
formiiK^tion. 

Ill accordiuice with the aforementioned election of Group 111, and m response to ihc 
Kx.'iminer's rcc|uc:^;t for a species election, as set forth at p^'iragraph 1 7, page 1 1 of the Office 
Aciion, Applicmtf! clccc, with traverse, the following species, and Applicantr. respectfully 
request rnodificaiion of the elections of subL^oups I* and F. As the Examiner will see, no 
additional b\irdcn or difficulty in sc^iirehing is imposed by the requested modification of 
subgroups C and F. 

Subgroup A; Type of difference (claim 43), Applicams elect species 3, identity of one 
or more components; 

Subgroup B: Aniiiy.si.s Method (claims 44-45), Apphcants elect image analysis; 
Subgroup C: Further Analysis Method (clainvs 46-47)\ Applicants elect Raman 
spectroscopy; 

Subgroup D: identity of compound-of-interest (claim 48 & 55-57), Applicants elect 
s-pccies 1, pharmaceuticals J particularly small molecuie.s;" 

Suburoup R: idenliiy of component (claim 49)^ y\ppUcants elect solvent and salt 
forming component; 



Applie;.{ni$ respextfuliy point out ihntthis analysis of claim 46 is not ncoes.sarily in 
addition to othei- rmalysifi, but instead can be the only analysis. Indeed, the dependencies of claim 45 
and ^6 are dirjinci. 

' Applicams rci;pccllijlly traverse tlic Hxaminer's requirement that a specific 
compound be elected as uiiduly limiting and inappropriate given the claim language, focus of the 
UiClhcK! ;ind disclosure of the application. Nevenheies.s, lo be responsive, Applicants elect vmh 
trii verse ritonavir. 

^ AppiicariTs respcctrully point out that the recited election will actually aid in the 
sx-Sirch in view or\hc customary, hut !iot required, pracrice of adjusting solvent and s:i!t forming 
component simuUancpir^ly. In the event the Examiner docs not agree lo the modification, Applicams 
provi.sion:i]ly elect f;olvent with traverse. Applicants respccthilly traverse the Examiner's 
reqiilrwnunt i.h.^it a spL-.ciuc compotiud be elected as unduly limiiing and iniippropriate given the claim 
lant^uage, focus ofihc nic=sihod and disclosure of the application. Nevertheless, to be responsive, 
Applicani.s elect v;ith iravcrse ethanoL 
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Subgroup F: xypc of processing partuiieter (claim 50), Applicants elect adjusiing 
temperature aiui or ihe amount or concentration of the conipound-of-intcrest or 
cojiiponer^ls;'^; :md 

Subgroup G: type ofSoIid form (claints 5 1-54), Applicants elect cr^'SlalIinc. 
Apj^licants rcspecirully submit that all of the elected claims read on the elected 

species. 

c:o_N (:i>us ioN 

Appliconis liave traversed the restrictioa requirement and species elections and hereby 
reaiiesi thai either the restriction requirement and species election be withdrawn in view of 
the reasons recited herein or be made final. Jn the aliemaiive, modification of the species 
tlcciiun and aecepfmice of the provisional cleclions lu-e respectfully requested. An early 
allowance of the application is earnestly reque.5ted. The Examiner is invited to i^ontnct the 
undcrsiyned wilii any cjucsi ions concerning the foregoing. 

It is esi.imat.ed that rsn fee in addition to that required for the extension of tim-^ is 
necessary ibr filinc this response. In the event a fee is required, please charge the required fee 
U.) J'cnnie ^ Ivdmonds 11..F' Deposit Aceotnit No. 16-1 150, 



Respectfully submitted. 

Authoily M. IfiiognV I (Reg. No.) 



PENNIE & EDMONDS u..r- 
1155 Avenue of the Americas 
New York, New York 10036-271 1 
(212) 7^0-9090 



'fypicilly, but not .ns a requirement, both temperature and the amount or 
coiKcnnnuon of compound-of-iiUcrc-st or components are vnried to effect crystdlization, Thus, the 
elccuon of all throe rs nrtended to assist the Kxaminer in the searcii ii, view of (he. discussion duriac 
the telephone: conference. The. election is consistent v/itb the reciiation of "combhiaiions'^ in claiin 
. 0, Inii. 1.5 in.:dc to avo)d hnnii^g tiie permis.'iible scope of combination.^. However, in the event ihe 
hxaiuincr does not agre. to the modification, li.en remperaiure may be u,.cd to direct an iihti.^l seurch 
followed [.y nnmunt or couce.iUiition of compound-of-intereii or con.ponenis lo further refine the 



